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APPROVAL LETTER




@ 83-232

AF 42-129

Danbury Pharmacal, Inc. JAN 2 4 1975
Attentions Mr. Ira Sacks

131 West Street

Danbury, CT 06810

Gentlemen:

Reforance is made to your abbreviated new drug application submitted

~ pursuant to Section 505(b) of the Federal Pood, Drug, and Cosmetic

Act for Hydrochlorothiaside Tablets, 50 mg.

Reference is zlso made to your communication dated November 12, 1974,
amending the application,

We have completed the review of this abbreviated new drug application
and have concluded that the drug is safe and effective for use as
recommended in the submitted labeling, Accordingly, the application
is approved. B ——

Any gignificant change in the conditiong outlined in this abbreviated
new drug application Tequires an approved supplemental application
before the change may be made, except for changes made in conformance
with other provisions of section 314.8 of the new drug regulations.

Thie Adminiatration should ba advised of any change in the harketing
status of this drug. .

The enclosures summarize the conditions relating to the approval of
this application. :

That part of your submission pertaining to an alternate supplier of
the active ingredient 1s being handled in a ssparate gcommunication,

ok ef14 hours. /
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Marven Se€tre, n.p. / f/?§

Director

Division of Generic Drug Momographs
0ffice of Drug Monographs

Bureau of Drugs

 Drug Application

-

[EEETE A R e AL g e Y B TR, gy
AQN__*_.M*.».‘ﬁ_M SRR - . .

L gt s e

T O o M NPT D AT e L L S S A 4 Koy et



